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To: Goodis, Michael
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Mike:

Attached are comments from CLA (plus RISE, HCPA, CPDA); ACC; and WPHA. 

Ray S. McAllister, Ph.D.
Senior Director, Regulatory Policy
CropLife America
202-872-3874 (office)
202-577-6657 (mobile)
ray@croplife.us

-----Original Message-----
From: Goodis, Michael [mailto:Goodis.Michael@epa.gov]
Sent: Thursday, July 12, 2018 1:09 PM
To: Ray McAllister <RMcAllister@croplifeamerica.org>
Subject: Prop65

Hi Ray

Can you have someone send me CLA’s comments submitted to OEHHA? Thanks.

Sent from my iPhone

mailto:/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=userf7d8f41c
mailto:Goodis.Michael@epa.gov
mailto:dmanchester@croplifeamerica.org
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108500812\V-1  


 


 


1 
 


                                


July 5, 2018 


Lauren Zeise, Ph.D., Director 


Carol Monahan-Cummings, Chief Counsel 


c/o Monet Vela, Rulemaking Coordinator 


Office of Environmental Health Hazard Assessment 


1001 I Street, 23
rd


 Floor 


Sacramento, California 95812-4010 


Submitted via https://oehha.ca.gov/comments/ 


Re: Proposed Amendments to Proposition 65“Safe Harbor” Warning Regulations 


Dear Dr. Zeise and Ms. Monahan-Cummings: 


On behalf of CropLife America (CLA),
1


 RISE (Responsible Industry for a Sound 


Environment)®,
2
 the Household & Commercial Products Association (HCPA)


3
 and the Council of 


Producers & Distributors of Agrotechnology (CPDA),
4
 thank you for this opportunity to comment on 


the proposed amendments to the regulations establishing “safe harbor” Proposition 65 warnings for 


                                                        
1
  CLA, established in 1933, represents the developers, manufacturers, formulators and distributors of plant 


science solutions for agriculture and pest management in the United States.  CLA’s member companies produce, 


sell and distribute virtually all the crop protection and biotechnology products used by American farmers.  
2
  RISE is the national not-for-profit trade association representing more than 220 producers and suppliers 


of specialty pesticide and fertilizer products to both the professional and consumer markets.  RISE member 


companies manufacture more than 90 percent of domestically produced specialty pesticides used in the U.S., 


including a wide range of products used on lawns, gardens, sport fields, and golf courses to protect public health. 
3
  HCPA (formerly the Consumer Specialty Products Association) is the premier trade association 


representing companies that make and sell products valued at $180 billion annually that are used for cleaning, 


protecting, maintaining, and disinfecting in homes and commercial environments. HCPA members employ 


200,000 people in the U.S. whose work helps consumers and workers create a cleaner, healthier and more 


productive life.  HCPA’s mission is to protect, promote and enhance the household and commercial products 


industry and consumers and workers who use our members’ products.  HCPA members register, sell and 


distribute pesticide products in California. 


4  CPDA is the premier advocate for agricultural adjuvant and inert ingredient suppliers.  CPDA provides 


legislative and regulatory support to formulators, distributors and manufacturers of post-patent pesticide products 


and biorationals.  CPDA members produce and sell tank-mix adjuvants, inert ingredients, pesticides and other 


agrotechnology products across the U.S., and range in size from small businesses to large, publicly traded 


companies.  Approximately 80% of the inert ingredients used in agricultural production products throughout the 


U.S. are provided by CPDA members.  



https://oehha.ca.gov/comments/
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certain pesticide products (the “Proposed Amendments”) that are regulated by the United States 


Environmental Protection Agency (US EPA) pursuant to the Federal Insecticide, Fungicide, and 


Rodenticide Act (FIFRA) and by the California Department of Pesticide Regulation (DPR).  The 


Proposed Amendments are described in OEHHA’s April 27, 2018 Notice of Proposed Rulemaking 


(NPR).  


I. INTRODUCTION AND SUMMARY 


CLA, RISE, HCPA and CPDA agree with OEHHA that the current Proposition 65 safe harbor 


regulations for consumer products conflict with US EPA requirements for pesticide labeling under 


FIFRA.  As the Initial Statement Reasons (“ISOR”) for the Proposed Amendments states, “pesticide 


registrants who wish to provide a Proposition 65 warning on their product label are unable to provide a 


safe harbor warning under Article 6 [of the Proposition 65 regulations].”
5
  We agree with OEHHA that 


amending the Proposition 65 regulations may provide an appropriate vehicle for resolution.  We are 


unable, however, to support the Proposed Amendments in their current form. 


The NPR identifies US EPA’s use of the signal word “WARNING” as the basis for conflict, 


because it has a specific meaning in the FIFRA labeling-and-warning scheme, where it is reserved to 


identify acute toxicity characteristics in Toxicity Category II.
6
  The Proposed Amendments purport to 


resolve this conflict by allowing federal pesticide registrants selling products in California to modify the 


current safe harbor Proposition 65 warning to use alternative “signal words”—“ATTENTION” or 


“NOTICE”— as a substitute for “WARNING.”  According to the NPR, the use of “ATTENTION” or 


“NOTICE” would resolve the conflict between federal and state requirements and provide registrants 


with the benefit of the safe harbor to protect themselves from lawsuits under Proposition 65.  


The Proposed Amendments frame the conflict too narrowly and do not address more 


fundamental underlying issues, which include: (1) the different purposes of the warnings under the two 


schemes and the criteria for deciding when such warnings are required, and (2) the primacy of FIFRA 


labeling requirements, which foster uniformity in warnings throughout the United States and relieve 


interstate producers from duplicative burdens to obtain multiple approvals from state and federal 


agencies.  The Proposed Amendments further overlook a practical issue arising from OEHHA 


requirements for and US EPA prohibitions against certain “pictograms.”  


In this comment, we propose alternatives for a safe harbor that would allow registrants to provide 


carcinogenicity and reproductive toxicity hazard statements to consumers in a consistent, systematic 


manner, and also resolve the underlying conflicts between the FIFRA label-warning system and 


Proposition 65 requirements.  Specifically, OEHHA could achieve its intended objective by amending 


Proposition 65 regulations to provide that:  


(a) labels approved by the US EPA for pesticide products would be deemed to comply with 


                                                        
5
  ISOR, Proposed Amendments to Article 6 Clear and Reasonable Warnings, April 2018. 


6  See 40 CFR 156.62 (“This section establishes four Toxicity Categories for acute hazards of pesticide 


products.”). 
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Proposition 65;  


(b) a reference to US EPA risk assessments for Proposition 65 toxicity endpoints would satisfy 


Proposition 65; or  


(c) US EPA-approved labels in combination with warnings on Safety Data Sheets (SDS) that 


comply with the federal or state Hazard Communication Standard or the Worker Protection Standard for 


pesticides satisfy Proposition 65. 


II. OBJECTIONS TO PROPOSED AMENDMENTS 


A. The Proposed Amendments will compel federal registrants to add to their FIFRA-


regulated labels state warning statements that conflict with federal requirements. 


The Proposed Amendments take a flawed approach in addressing conflicts between federal and 


state labeling requirements, requiring federal registrants to seek US EPA approval to add to their labels 


state-required information that US EPA does not require and may not approve.  The Proposed 


Amendments also frame the conflict too narrowly.  Proposition 65 is intended to provide information 


regarding potential hazards, regardless of whether risks are present.  FIFRA’s label-warning system is 


designed to communicate information to mitigate risks.
7


  To view the conflict as the result of 


inconsistencies regarding the use of the signal word “WARNING,” and nothing more, ignores federal 


law that regulates pesticide labeling and a fundamental conflict far more important than divergent uses 


of the same signal word. 


Specifically, US EPA registration of a pesticide product is based on a finding that the product 


“will perform its intended effect without unreasonable adverse effects on the environment.”  FIFRA § 


3(c)(5)(e).  “Environment” includes human health,
8
 and cancer and reproductive toxicity are considered 


“unreasonable adverse effects” per se.  For pesticides used on agricultural commodities, registration 


requires a “tolerance,” or a level determined to be “safe,” resulting in “a reasonable certainty that no 


harm will result from aggregate exposure to the pesticide chemical residue, including all anticipated 


dietary exposures and all other exposures for which there is reliable information.”  21 U.S.C. § 


346a(b)(2)(A)(ii).  As a general matter, the levels of exposure permitted under FIFRA are significantly 


less than the “warning thresholds,” i.e., the lowest levels of exposure for which a warning is required 


under Proposition 65.  


It is not merely the inconsistency in signal words that makes Proposition 65 warnings 


inappropriate.  Under these standards, a US EPA decision to register a product is tantamount to a 


determination that the exposure to a Proposition 65-listed chemical from the use of that product in a 


manner consistent with the labeling precautions and instructions for use does not reach the level of 


exposure that would require a Proposition 65 warning.  Given the risk-based nature of the FIFRA 


                                                        
7  “The term ‘unreasonable adverse effects on the environment’ means . . . any unreasonable risk to man or 


the environment, taking into account the economic, social, and environmental costs and benefits of the use of any 


pesticide.”  FIFRA 2(bb). 
8
  “The term ‘environment’ includes water, air, land, and all plants and man and other animals living therein 


. . . .”  FIFRA 2(j). 
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registration scheme and its label-warning system, a Proposition 65 warning on the label of a product 


implicitly contradicts not only the use instructions and precautionary statements that FIFRA requires and 


US EPA has approved, but also the registration itself. 


Although the prohibition from “exposing” an individual in California to a chemical “known to 


the state of California to cause cancer or reproductive toxicity” without a warning provides for an 


exemption where the level of exposure is beneath prescribed warning thresholds, the statute places the 


burden on the business to prove that the level has not been exceeded or that the warning it has provided 


is “clear and reasonable.”  Cal. Health & Safety Code §§ 25249.6, 25249.10(c).  If OEHHA adopts the 


Proposed Amendments, the safe harbor label warning will, in effect, not be optional.  As a practical 


matter, the state warning will become mandatory:  federal registrants will be compelled to use it because 


it will be the only warning that will foreclose Proposition 65 litigation.  Proposition 65 and/or safe 


harbor warnings may not compel speech that is controversial or not factual.  For these reasons, a 


Proposition 65 warning on a FIFRA-registered product, absent some unusual and compelling 


circumstances, directly contradicts the US EPA approved precautionary language and use directions and 


product registration and cannot be viewed as factual or uncontroversial. 


B. Even if the Proposed Amendments were successful in resolving conflicting 


requirements for warning signal words, the yellow triangle warning symbol pictogram is not 


permitted under US EPA labeling requirements.  


The warning symbol that the Proposed Amendments would require, both for the “long form” and 


“short form” warnings required under the present safe harbor regulations, is inconsistent with US EPA 


labeling requirements.  According to the Final Statement of Reasons, OEHHA considered requiring a 


similar pictogram developed under the Globally Harmonized System (GHS) before it chose the yellow 


triangle, because GHS had been adopted by many government agencies already (indeed, GHS has 


become the foundation for modern SDS required under the Occupational Safety and Health Act and its 


Hazard Communication Standard).
9
  US EPA, however, does not permit GHS statements and pictograms 


for pesticide product classification and labeling.  


US EPA explains: 


“The Globally Harmonized System of Classification and Labeling of Chemicals (“GHS”) 


is a worldwide initiative to promote standard criteria for classifying chemicals according 


to their health, physical and environmental hazards.  It uses pictograms, hazard 


statements, and the signal words “Danger” and “Warning” to communicate hazard 


information on product labels and safety data sheets in a logical and comprehensive way. 


* * * * 


“EPA has not adopted GHS for pesticide product classification and labeling.  In most 


cases, GHS hazard statements and pictograms should not appear on pesticide product 


labels sold and distributed in the United States. . . . If adopted, GHS will provide an 


                                                        
9  FSOR, Proposed Repeal of Article 6 and Adoption of New Article 6 Regulations for Clear and Reasonable 


Warnings, at100-103,  
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internationally consistent basis for classifying chemical hazards.  Once hazards are 


classified, GHS will also ensure that signal words, pictograms and hazard statements 


have the same meaning in all settings, domestically and internationally.”
10


 


In Pesticide Registration Notice 2012-1,
11


 US EPA further explains the conflict between the use 


of pictograms required under the GHS and FIFRA pesticide labeling requirements.  US EPA noted 


significant “differences between EPA’s current requirements and the GHS related to classification 


criteria, hazard statements, pictograms, and signal words” and the need “to avoid potential 


inconsistencies between EPA-approved labels for pesticides regulated under [FIFRA] and the SDSs that 


OSHA requires for these chemicals under the HCS.”
12


 US EPA further noted that CLA and the 


American Chemistry Council Biocides Panel submitted comments at the OSHA hearing “urging that 


OSHA and EPA coordinate their approaches and that pesticides be exempted from the OSHA rule . . . 


until EPA updates its regulatory requirements to be consistent with the GHS.”  In response, US EPA and 


OSHA “worked together to develop the guidance in [the] PR Notice to address these commenters’ 


comments.”
13


  


The purpose of PR Notice 2012-1 was to “explain[] how (federal) registrants can comply with 


both agencies’ requirements.”
14


  US EPA urged federal registrants to include FIFRA labeling 


information in the SDS and to include additional information that did not conform to the labeling 


information in the “Section 15 of the SDS (“Regulatory Information”) [as] an appropriate place to insert 


this information.”
15


  “To follow [this recommendation], registrants should reprint the FIFRA hazard 


statements . . . , signal word, and symbol (if required) in Section 15 (“Regulatory Information”) . . . .”  In 


sum, EPA recognizes a conflict between the GHS and FIFRA warning systems and the yellow triangle 


pictogram that is part of the safe harbor warning set forth in OEHHA’s Proposed Amendments. 
16


 


C. The Proposed Amendments will invite other states to impose their own requirements 


for state-specific warnings and label statements. 


To our knowledge, no state currently attempts to compel registrants to include state-specific 


warnings on their US EPA approved labeling.  The Proposed Amendments will compel registrants to do 


                                                        
10


  US EPA, Pesticide Labels and GHS: Comparison and Samples, available at 


https://www.epa.gov/pesticide-labels/pesticide-labels-and-ghs-comparison-and-samples last updated on February 


16, 2018 (emphasis added). 
11


  Pesticide Registration Notice 2012-1, “Material Safety Data Sheets as Pesticide Labeling,” US EPA, 


April 2012-1, available at https://www.epa.gov/pesticide-registration/prn-2012-1-material-safety-data-sheets-


pesticide-labeling.  
12


  PR Notice 2012-1 at 1. 
13


  Id. at 4. 
14


  Id. at 5. 
15


  Id. at 4. 
16


  The requirement for the yellow triangle pictogram and the GHS both were discussed extensively in the 


public comment phase of the rulemaking for the safe harbor regulations, and in the ISOR and the Final Statement 


of Reasons.  No mention was made of the conflict between the requirement for GHS pictograms and US EPA’s 


label requirements. 



https://www.epa.gov/pesticide-labels/pesticide-labels-and-ghs-comparison-and-samples

https://www.epa.gov/pesticide-registration/prn-2012-1-material-safety-data-sheets-pesticide-labeling

https://www.epa.gov/pesticide-registration/prn-2012-1-material-safety-data-sheets-pesticide-labeling
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so and will serve as precedent for other states to follow.  The FIFRA label-warning system cannot 


tolerate competing requirements in numerous states because it would create confusion among 


distributors, retailers, consumers, and even regulators, and would be a tremendous burden on US EPA.  


We acknowledge and know that OEHHA is placing reliance on a statement in the US EPA 


Labeling Review Manual (the “Manual”) suggesting to registrants in California that the substitution of 


signal words may be appropriate to mitigate conflicts between requirements under Proposition 65 and 


the FIFRA labeling requirements.  At the same time, US EPA acknowledges that it has “historically 


denied” applications to insert Proposition 65 warning statements on labels.  US EPA Label Review 


Manual at 7-4.  Indeed, some federal registrants may have submitted applications for amendments in the 


past, and US EPA may have granted some of those requests.  This does not resolve the conflict from a 


policy standpoint, however, or relieve federal registrants from the jeopardy that would be imposed upon 


them by the Proposed Amendments.  


Indeed, the Manual expressly indicates that it does not establish “new requirements, policies, or 


guidance.”  Id. at 1-3.  Furthermore, recent information from US EPA indicates that its Office of 


Pesticide Programs is presently denying applications to include Proposition 65 statements.  US EPA 


regulations, and not OEHHA regulations, remain the authority for determining what information will 


appear on the label for a FIFRA-regulated product.  Until there is a declaration of policy to the contrary, 


the conflict referred to in the ISOR remains. 


III. SUGGESTED ALTERNATIVES 


New safe harbor regulations for other specific types of products take effect on August 30, 2018. 


These regulations provide some valuable precedents and examples for creating a safe harbor for 


pesticides.  Indeed, these new regulations for other products take into account several fundamental 


principles that ought to be applied in crafting a regulation specific to pesticides.
17


  Given that OEHHA 


has established these new regulations for other products, it follows that it would not be burdensome for 


OEHHA to craft similar regulations for pesticide products.   


First, a safe-harbor warning for pesticides should be well-grounded within the FIFRA label 


warning system, so that federal pesticide registrants can be assured that it will be approved by US EPA 


and not questioned by California DPR or any other state or territory within the United States.
18


  The 


Proposed Amendments are flawed because the change in US EPA policy that they contemplate would 


require US EPA to amend existing FIFRA labeling regulations through notice-and-comment 


                                                        
17


  See Cal. Code Regs., tit. 27, § 25607.3 (declining to impose label requirements for alcoholic beverages in 


deference to federal labeling requirements); § 25607.7 (accepting labeling approved by federal law for exposure 


to prescription pharmaceuticals); § 25607.14 (allowing warnings in owner’s manuals for equipment whose use 


causes exposure to diesel exhaust); and § 25607.16 (allowing warnings in owner’s manuals for automobiles for 


exposures that occur during operation of a motor vehicle). 
18


  State governments, including California, have authority to enforce FIFRA labeling requirements, so 


whatever authority OEHHA ascribes in its proposal to California DPR, including the authority to prosecute 


manufacturers for the sale of pesticides that may be “misbranded” due to labeling that deviates from that approved 


by US EPA and other pertinent state authorities.    
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rulemaking, because the current regulations prescribe toxicity warnings only for acute hazards of 


pesticide products.  See supra, n. 6 and accompanying text (regarding use of “WARNING” to refer to 


acutely toxic effects).  In this regard, a safe harbor should be self-effectuating.  Federal registrants 


should not need to ask US EPA to bend its rules or ignore its policies to grant permission to add a state 


warning, or be dependent on US EPA’s exercise of discretion in the approval, and thus leave open the 


possibility that US EPA may not approve it.  


Further, a safe harbor warning should be amenable to the “notification” process used by US EPA 


and a similar process to be established by DPR, so that federal registrants will not be subjected to a 


delay in the registration process while US EPA and DPR review a request for an amendment to a 


product label.
19


 


A. Revise the regulations so that the labeling approved for pesticides by US EPA is 


deemed to satisfy Proposition 65. 


Section 25607 of the new safe harbor warning regulations, entitled “Specific Product, Chemical 


and Area Exposure Requirements,” identifies several different types of products for which OEHHA has 


crafted product-specific safe harbor warnings, as noted above.  For example, § 25607.7 leaves the matter 


of cancer and reproductive toxicity warnings for exposure to prescription drugs to be addressed by FDA 


label and warning requirements, as follows: 


“§ 25607.7 Prescription Drug Exposure and Emergency Medical or Dental Care 


Exposure Warnings 


Section 25607.7(a) For prescription drugs, the labeling approved or otherwise 


provided under federal law or the prescriber’s accepted practice of obtaining a patient’s 


informed consent complies with this article.” 


A safe harbor for US EPA-regulated pesticides could follow this model.  Such a regulation could 


be worded as follows: 


§ 25607.XX Pesticide Exposure Where Labels or Labeling Are Approved under 


Federal and State Law. 


Section 25607.XX(a)  For pesticide products registered by the United States 


Environmental Protection Agency pursuant to the Federal Insecticide, Fungicide and 


Rodenticide Act, the label approved by the Administrator of that federal agency and by 


the Director of the California Department of Pesticide Regulation pursuant to California 


law complies with this article. 


                                                        
19  Processing times for routine amendments of this nature may take several months at US EPA, and that 


applications for routine amendments may take six months to a year at California DPR.  To alleviate such delays, 


the US EPA allows very minor amendments upon “notification” to US EPA without review and approval.  


California does not allow such a procedure, however.  See 40 C.F.R. § 152.44 (requirements for application to 


approve change in labeling); § 152.46 (changes permitted by notification and not requiring notification). 
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This language tracks safe harbor language for prescription drugs and would not be burdensome 


for OEHHA to craft or registrants to implement.  


B. Alternatively, the Proposed Amendments could be revised to provide that cancer and 


reproductive toxicity assessments contained in US EPA’s online health assessment for any particular 


pesticide are “clear” for purposes of Proposition 65.   


As noted above, Proposition 65 requires that a product complies with the regulations or that the 


label warning be “clear and reasonable.”  The Proposed Amendments could be drafted to provide that 


any informational statements regarding cancer or reproductive toxicity endpoints that appear in US 


EPA’s online health assessment (and prepared for and referred to on the label approved by US EPA) 


“complies with” or is “clear and reasonable” for purposes of Proposition 65.  Suggested wording 


follows: 


§ 25607.32 Exposure to Pesticide Products Where Risk Assessment Approved 


by US EPA Is Available Online and Referred to on Label  


Section 25607.32(a)  For pesticide products evaluated and registered by the United 


States Environmental Protection Agency pursuant to the Federal Insecticide, Fungicide 


and Rodenticide Act, an EPA health assessment for a pesticide, which addresses cancer 


or reproductive toxicity endpoints that is available on an Agency website information or 


statement that appears on the label for such product, as approved by that federal agency 


[complies with] [is clear and reasonable for purposes of] this article. 


Further, with minor changes, the Proposed Amendments could implicitly acknowledge the 


conflict between Proposition 65 warning requirements for consumer products and the labeling 


requirements for pesticides under the FIFRA label warning scheme.  The Proposed Amendments could 


indicate that a reference on a label to US EPA risk assessments for carcinogenicity and/or reproductive 


toxicity endpoints are deemed to be “clear and reasonable” for purposes of Proposition 65.  For example, 


wording of the Proposed Amendments could be altered as follows: 


Notwithstanding subsection (a)(2) or (b)(2), where a warning or hazard statement or 


other informational statement regarding carcinogenicity or reproductive toxicity for 


a consumer product exposure or occupational exposure from use of a pesticide is 


provided on a product label, and the pesticide label is regulated and approved by the 


United States Environmental Protection Agency under the Federal Insecticide, Fungicide, 


and Rodenticide Act and its implementing regulations at Title 40 Code of Federal 


regulations, Part 156, a reference to the information on cancer or reproductive 


toxicity endpoints contained in the Agency’s health assessment for a pesticide and 


available on the Agency’s website shall be deemed clear and reasonable for the 


purposes of this article. word “ATTENTION” or “NOTICE” in capital letters and bod 


type may be substituted for the word “WARNING.”  
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C. The Proposed Amendments could be revised to allow reference on a label to 


information on the SDS to be “clear and reasonable” for purposes of Proposition 65.   


This suggestion follows from the discussion in Section II above, describing the determinations 


by US EPA and OSHA, that the FIFRA labeling and warning requirements conflict with Hazard 


Communication Standard requirements for SDS under the GHS.  We suggest the following language, 


borrowed from PR Notice 2012-01, and modified for use with Proposition 65: 


This chemical is a pesticide product registered by the United States Environmental 


Protection Agency and is subject to certain labeling requirements under federal pesticide 


law.  The product contains certain chemicals “listed” by the State as carcinogens or 


reproductive toxicants under the California law known as the Safe Drinking Water 


& Toxic Enforcement Act of 1986 or “Proposition 65.”  Proposition 65 warning 


information appears below.  These requirements differ from the classification criteria 


and hazard information required for safety data sheets (SDS), and for workplace labels of 


non-pesticide chemicals.  Health assessment information on cancer and reproductive 


toxicity is available online on the US EPA website.  Hazard information required on the 


pesticide label under federal law appears on the label, along with . is reproduced below.  


The pesticide label also includes other important information, including directions for 


use.  


This proposal also would resolve a conflict for federal pesticide registrants.  Compliance with the 


Occupational Safety and Health Act and the federal or state Hazard Communication Standard or Worker 


Protection Standard should satisfy Proposition 65. 


IV. REQUEST FOR EXTENSION OF EFFECTIVE DATE 


As noted above, the regulations that OEHHA is proposing to amend will take effect on August 


30, 2018.  It is clear from the discussion above, and from the fact that OEHHA has proposed to amend 


Section 25603 in its application to exposures from consumer products that are regulated as pesticides, 


that there is considerable confusion as to how this regulation should be applied to such products.  We 


indicated at n. 19 above that the process for amending labels to include warnings that would be required 


under Proposition 65 (assuming US EPA will approve them) may take several months at the federal 


level, and then an additional six months to a year at the state level.  Many registrants that have applied 


for such amendments have been informed that US EPA will not approve their applications.  Also, many 


registrants are facing uncertainty as to what Proposition 65 requires of them, and whether they should 


continue to attempt to include Proposition 65-like statements on their labels or labeling, or simply rely 


on their US EPA approved labels as compliant. 


For these reasons, it would be fundamentally unfair to leave registrants on the horns of a 


dilemma as August 30 approaches.  We therefore suggest an extension of the effective date of Section 


25603 in its application to pesticides registered pursuant to FIFRA, until August 30, 2019.  To be clear, 


we believe that such an extension is appropriate whether or not the Proposed Amendments are adopted.  
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There is too much uncertainty at this time to allow producers, distributors and retailers to manage their 


supply chains to manage for compliance. 


V. CONCLUSION 


CLA, RISE, HCPA and CPDA appreciate OEHHA’s attempt to resolve the conflicts between the 


FIFRA label-warning system and the Proposition 65 warning requirements.  However, as we have made 


clear, we do not support the proposal in its present form.  The Proposed Amendments will address only 


an ancillary issue and will leave those who enforce Proposition 65 with the false impression that the 


label warnings may be used consistently with both federal and state law, when in fact they cannot.  


Further, the Proposed Amendments will make the safe harbor warning mandatory in all cases where a 


product contains a Proposition 65 listed chemical, whether the level of exposure to that chemical would 


require a warning or not, even though use of the safe harbor warning will be inconsistent with federal 


law. 


CLA, RISE, HCPA and CPDA believe that the alternatives proposed above would effectively 


resolve this conflict.  We would be pleased to participate in further dialogue with the agency regarding 


these proposals.  If OEHHA does not accept these suggestions, we strongly encourage OEHHA to 


consult with US EPA and to seek input from interested stakeholders before proposing or implementing 


new safe harbor language. 


Respectfully submitted, 


 


Rachel G. Lattimore 


Senior Vice President, General Counsel, Secretary 


CropLife America 
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Monet Vela  


Office of Environmental Health Hazard Assessment 


1001 I Street, 23rd Floor 


Sacramento, California 95812-4010 


via electronic submission 


 


Re: Comments of the American Chemistry Council regarding 


Proposed Amendments to Proposition 65“Safe Harbor” Warning Regulations relevant to certain 


pesticide products  


 


 


Dear Ms. Vela:  


 


The American Chemistry Council (ACC) is pleased to submit these comments on the proposed 


amendments to the regulations establishing “safe harbor” Proposition 65 warnings for certain pesticide 


products.
1
   ACC represents the business of chemistry in the United States, including many manufacturers 


of chemistries regulated as pesticides under the Federal Insecticide, Fungicide, and Rodenticide Act 


(FIFRA) as well as the California Department of Pesticide Regulation (DPR).
2
    


 


ACC agrees that the current Proposition 65 safe harbor regulations for consumer products conflict with 


the U.S. Environmental Protection Agency’s (EPA’s) requirements for pesticide labeling under FIFRA.  


OEHHA’s current proposal, however, does not resolve the conflict, introduces new problems, and makes 


the availability of the safe harbor inappropriately contingent on the actions of a third party (EPA) that 


California cannot control.
3
   We urge OEHHA to consider an alternative approach to resolve the noted 


conflict.    


 


                                                           
1
 Proposed Amendments to Article 6 Clear and Reasonable Warnings, April 2018. 


 
2
 ACC’s constituencies include the Center for Biocide Chemistries (CBC) (formerly known as the Biocides Panel), 


which is composed of more than 50 companies that manufacture and formulate antimicrobial pesticides for use in 


industrial processes, material preservation, marine antifouling, industrial water treatment, public health applications 


and numerous other uses.  The CBC focuses on the broad range of scientific, regulatory, legislative, legal and 


educational issues unique to antimicrobial pesticides, as well as those issues affecting all pesticide products.  ACC is 


also home to the Chlorine Chemistry Division, which represents major producers and users of chlorine in the United 


States. Chlorine has a broad suite of uses as a disinfectant, such as in drinking water, wastewater, swimming pools, 


food production and preparation, and medical applications. 


 
3
 Proposition 65 requires a clear and reasonable warning prior to exposure to a listed chemical.  The law therefore 


has to be interpreted to allow a fair and achievable path to delivering a clear and reasonable warning in each case – it 


cannot, as a matter of basic constitutional due process, demand a warning where it is impossible for anything to ever 


legally constitute that warning.  Indeed, Section 3531 of the California Civil Code famously says, “[t]he law never 


requires impossibilities.”  On June 28, 2018, in National Shooting Sports Foundation, Inc., v. California, the 


California Supreme Court offered a helpful discussion of when compliance with a statutory requirement is excused 


due to the impossibility of meeting the requirement.  http://www.courts.ca.gov/opinions/documents/S239397.PDF 



http://www.courts.ca.gov/opinions/documents/S239397.PDF
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Alternative Proposal  


 


Specifically, we note that like pesticide products, prescription drugs are also subject to a complex federal 


regulatory program that requires a federal agency to approve the specifics of the label for the regulated 


product before the product can enter commerce.  To resolve the same problem OEHHA has identified 


between Proposition 65 and FIFRA warnings and label statements, the agency promulgated a safe harbor 


regulation that accepts otherwise federally-compliant labels for a prescription drugs as clear and 


reasonable warnings for Proposition 65 purposes:    


 


§ 25607.7 Prescription Drug Exposure and Emergency Medical or Dental Care Exposure 


Warnings 


 


(a) For prescription drugs, the labeling approved or otherwise provided 


under federal law or the prescriber’s accepted practice of obtaining a 


patient’s informed consent complies with this article. 


 


To our knowledge, the prescription drug provision has been successful and has reduced compliance 


burdens for business.  At the same time, it puts a premium on covered businesses achieving 100% 


compliance, since there remains Proposition 65 liability exposure for any label that has not been federally 


approved - for any reason.   


 


We encourage and support OEHHA adopting a consistent and conceptually identical approach for 


FIFRA-regulated pesticide products.  The regulation could simply provide as follows: 


 


§ 25607.XX Pesticide Exposure Where Labels or Labeling Are Approved under Federal and 


State Law 


 


(a)  For pesticide products registered by the United States Environmental 


Protection Agency pursuant to the Federal Insecticide, Fungicide and 


Rodenticide Act, the label approved by the Administrator of that federal 


agency complies with this article. 


 


Rationale for Need for Alternative Proposal  


 


1. The Yellow Triangle Warning Symbol Proposed by OEHHA is not Consistent with FIFRA 


Labeling Requirements. 


 


FIFRA regulations and guidance do not allow the use of a pictogram for pesticide products.  This issue 


has been raised in the context of the use of GHS pictograms, and EPA has been quite clear that GHS 


pictograms are prohibited in FIFRA-approved labels.  As a practical matter, this makes it impossible for 


industry to comply with or use the proposed warning regulations.  We therefore support modification of 


the warning regulation as discussed above. It is not sufficient to simply delete the proposed requirement 


for a yellow triangle pictogram.   


 


2. The Signal Word Proposed by OEHHA is Not Consistent with FIFRA Labeling 


Requirements.  


 


As OEHHA has correctly noted, the use of the FIFRA Signal Word “WARNING” in FIFRA-approved 


labels has a limited and specific meaning related to certain acute health effects in a risk-based paradigm.  


EPA does not approve use of the three FIFRA Signal Words, “caution,” “warning,” and “danger” outside 
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this context.  However, as noted in these comments, merely substituting the term “warning” with entirely 


different word in the Proposition 65 warning regulations does not address the fundamental basis for the 


conflict between OEHHA’s proposal and FIFRA.  


 


3. OEHHA’s Proposal Does Not Fundamentally Resolve Underlying Conflicts.  


 


In the context of FIFRA-approved labels, conflicts are no small matter.  EPA has been clear that 


“warnings, precautions or any other information that conflict with the FIFRA-approved label…could be 


misleading to users of the pesticide and therefore cause the pesticide to be considered misbranded and 


unlawful for sale or distribution.”
4
  [emphasis added].  In any particular case, adding a Prop 65 warning to 


a product that otherwise has been approved under FIFRA to meet its standards (such that the product does 


not present a significant risk to human health and the environment
5
 ) could actually be considered 


misleading.
6
   There is thus no reasonable certainty that EPA can or would approve the inclusion of a 


Proposition 65 warning statement on a pesticide label under the facts in any particular case.  The current 


proposal, therefore, cannot deliver the certainty needed to offer a viable compliance path and does not 


achieve the objective set forth by OEHHA in engaging in this rulemaking – namely to provide a means 


for pesticide registrants who wish to provide a Proposition 65 warning on their product label to do so 


without incurring a conflict with EPA.
7
   OEHHA simply cannot reasonably predict that the addition of 


any Prop 65 warning to a FIFRA label will be approved, and thus its safe harbor regulation cannot be 


contingent on this uncertain and future condition.      


 


*** 


 


Thank you for the opportunity to comment.  ACC would be pleased to participate in additional 


stakeholder discussions to explore a solution to the conflict noted by OEHHA if needed.  If you have any 


questions, please contact me at Tim_Shestek@americanchemistry.com.  


 


Very truly yours,   


 


Tim Shestek 


Senior Director, State Affairs  


American Chemistry Council 


 


 


cc:  Lauren Zeise, Ph.D., Director 


Allan Hirsch, Chief Deputy Director 


                                                           
4
 Office of Pesticide Programs, Label Review Manual, 3-4, available at 


https://www.epa.gov/sites/production/files/2016-12/documents/lrmcomplete.pdf 


 
5
 See FIFRA §§ 2 and 3. 


 
6
   Fundamentally, businesses should not be required to deliver a warning about a product implying a significant or 


material health or environmental risk that conflicts with a FIFRA determination to the contrary.  Beyond that, the 


regulation should offer a meaningful, viable, and predictable path to compliance.   


 
7
 See Initial Statement of Reasons, Proposed Amendments to Article 6 Clear and Reasonable Warnings, April 2018. 



https://www.epa.gov/sites/production/files/2016-12/documents/lrmcomplete.pdf
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July 5, 2018 


 


 


Lauren Zeise, Ph.D., Director 


Carol Monahan-Cummings, Chief Counsel 


c/o  Monet Vela, Rule Making Coordinator 


Office of Environmental Health Hazard Assessment 


1001 I Street, 23rd Floor 


Sacramento, CA 95814 


 


Submitted via https://oehha.ca.gov/comments/ 


 


 Re: Proposed Amendments to Proposition 65 “Safe Harbor” Warning Regulations 


 


Dear Dr. Zeise and Ms. Monahan-Cummings: 


 


 


On behalf of the Western Plant Health Association (WPHA) I am writing in support of the Office 


of Environmental Health Hazard Assessment (OEHHA) proposed rulemaking announcing a 


proposed amendment to Article 6 of Title 27 of the California Code of Regulations, section 


25603 which was published in the California Regulatory Notice Register on April 27, 2018 


(Notice File Number Z-2018-0417-05). WPHA represents the interests of crop protection and 


fertilizer manufacturers, agricultural biotechnology providers, and agricultural retailers in 


California, Arizona, and Hawaii.  


 


We appreciate the cooperative efforts of OEHHA and its willingness to consider the need for a 


tailored warning. WPHA believes that the following comments benefit all of our membership 


from registrants to applicators. The proposed amendment would provide an option for registrants 


to utilize in modifying the safe-harbor warning content for on-product warnings for exposures to 


listed chemicals in pesticide products and would allow registrants to substitute the words 


“Notice” or “Attention” for “Warning”. 


 


We believe that the proposed regulatory action will assist businesses, in particular pesticide 


registrants, to comply with Proposition 65 (Prop 65) by providing optional language for on 


product warnings for listed chemicals in pesticides that are also consistent with the Federal 


Insecticide, Fungicide, and Rodenticide Act (FIFRA) and related California laws. In appropriate 


circumstances, this proposal may permit a registrant to provide a safe harbor warning on its 


product’s label with the approval of the U.S. Environmental Protection Agency (US-EPA).  


 



https://oehha.ca.gov/comments/
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Pesticides are regulated federally under FIFRA by the US-EPA. Recently, the US-EPA has 


disallowed amended pesticide labels offered by registrants, because in their attempts to become 


Prop 65 compliant, registrants have added the safe harbor language including the word 


“warning”. To our knowledge, thus far in 2018, US-EPA has not allowed the use of an added 


non-FIFRA related “Warning” to pesticide labels.  


 


For pesticides listed under Prop 65, we support the use of the words “Attention” or “Notice” 


instead of “Warning” to achieve proper warning and compliance with both California Prop 65 


requirements and with federal precautionary language guidance documents. 


 


We support the proposed amendments for safe harbor warnings for consumer products which 


would follow the example below: 


 


ATTENTION:  This product can expose you to chemicals, including [name of 


one or more chemicals], which is [are] known to the State of California to cause 


cancer.  For more information go to www.P65Warnings.ca.gov . 


or 


ATTENTION:  Cancer-- www.P65Warnings.ca.gov/product 


 


Of course, the pesticide registrant would need to use the appropriate wording within the above 


label such as: “cause cancer”; “cause reproductive toxicity”; or known to “cause cancer and 


reproductive toxicity”. We have recently been advised that US-EPA does not allow the use of 


pictograms, so we are amending our original recommendation and asking that the yellow triangle 


pictogram be deleted. We hope this change may help expedite the approval by US-EPA for the 


alternative warning language. 


 


Justifications for this regulatory change action are: registrants of Prop 65 listed pesticides are 


being denied changes to their labels - if they use the word “warning” in their Prop 65 added 


language; within FIFRA regulations specific signal words including “warning” have purpose 


related to potential acute harm to workers/applicators. Additionally, in the marketplace the 


pesticide registrants have been advised by various large store chains that the stores will not offer 


the option of warnings to be on their shelves.  WPHA believes tailoring the warning will allow 


registrants to adapt their precautionary statements to match US-EPA and OEHHA requirements. 


 


Prop 65 requires businesses to provide a “clear and reasonable” warning before knowingly and 


intentionally exposing anyone, including workers, to a listed chemical at levels greater than the 


safe harbor level. This warning can be given by a variety of means, such as by labeling a 


consumer product, by posting signs at the workplace, or by posting warnings on product shelves 


holding the product containers.  


 


Throughout the past year, we understand that pesticide registrants have been advised by various 


large store chains that the stores will not offer the option of warnings to be on their shelves, 


necessitating renewed consideration of on-product warnings. We have been advised by some 


registrants that the most direct way to inform consumers is by placing warnings on product 


labels. However, according to many of our member companies/registrants who are trying to 







  WPHA Comments  


Page 3 of 4 


4460 Duckhorn Drive, Suite A, Sacramento, CA  95834 * Phone: 916.574.9744 * Fax: 916.574.9484 * www.healthyplants.org 


revise labels with the appropriate OEHHA warnings there is significant confusion as to what 


language is acceptable.  


 


WPHA has been working with OEHHA on alternative language that is going through their rule 


making process. The “Attention” or “Notice” label language proposal will cover the “Clear and 


Reasonable” warning aspects of product warnings.  


 


WPHA would like to reaffirm that: “A business may still choose not to take advantage of the 


safe harbor provisions and provide an otherwise “clear and reasonable” warning that complies 


with the Act.” 


 


There is concern that FIFRA preemption would automatically prohibit OEHHA from imposing 


any requirement for packaging or labeling different from requirements imposed under FIFRA. 


However, the US-EPA already clearly provides training and guidance to their registration review 


staff that distinctly accommodates California Prop 65. (see attachment – EPA Label Review 


Manual, Chapter 7: Precautionary Statements, page 7-3, Item 4. Related Information – 


“California’s Proposition 65 may require the term “warning” be used on a label. However, 


registrants should use the term “notice” or “attention” instead, so that it does not conflict with 


the EPA required Signal Word.”).  


 


We believe the proposal provides regulatory relief, because the amendments allow optional safe 


harbor warning content for Proposition 65 warnings on pesticide product labels that are also 


consistent with FIFRA and related California laws, and provides guidance to growers, 


applicators, and distributors of these products on additional warning requirements pertaining to 


Prop 65.  


 


Suggested changes to existing proposed language:  


 


• We believe that the alternative warning words of “Attention” or “Notice” should be 


allowed regardless of FIFRA category (Danger, Warning, or Caution). The Prop 65 


warning should be separate from, and not to be confused with any FIFRA label wording. 


This use of the suggested alternative signal words is a very narrow fix specifically 


targeted at the controversial signal wording of Prop 65 wording versus FIFRA specific 


requirements, and without any confusion or overlap.  


 


• Pictogram: The yellow triangular pictogram is not consistent for FIFRA regulated 


product labeling and should be deleted from being a requirement for packaged goods. 


Conversely, the pictogram can be used by our retailer and applicator member companies 


as they transition to comply with the new Prop 65 warning requirements within their 


facility/site locations for occupational and environmental warnings and training 


programs. 


 


• Request for six-month delay in implementing any new Prop 65 warning requirements for 


consumer-packaged goods that are regulated under FIFRA: WPHA has been working in 


earnest with US-EPA, DPR and OEHHA to try to complete this warning alternative in 


time for the August 30, 2018 implementation date. However ultimately, the proposed 
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alternative precautionary language change depends upon US-EPA approving pesticide 


label language that includes the appropriate Prop 65 alternative precautionary wording. 


Due to delays at the federal level the proposed solution for alternative warnings to 


achieve a safe harbor warning is unresolved. As the alternative warning language is out 


of the registrant’s control, we ask that OEHHA grant a six-month delay in rule 


implementation from the date of US-EPA’s decision to approve or disapprove the 


alternative label warning language. This transition period will afford the time needed for 


US-EPA to provide clarification to registrants as to what may be allowed in the way of an 


alternative warning notice to accommodate Prop 65, and to hopefully process amended 


labels submitted by registrants.  


 


WPHA will continue to work with our member companies to meet the other aspects of the new 


regulations including occupational and environmental warnings.  We value the opportunity to 


have worked with you over the past several months to progress this rule making change to the 


existing regulations. WPHA agrees the best-case scenario would be of a single streamline label 


without the need for arbitration between agencies. However, in lieu of that future ideal, we 


believe this proposal achieves a reasonable fix to the predicament faced by our member 


companies, who wish to provide safe harbor warning on their label under Prop 65 but need to 


obtain US-EPA approval for their labels. We thank you for your consideration of our comments.  


If you have any questions, please feel free to contact me at Davel@healthyplants.org.   


 


Sincerely, 


 


Dave Lawson 


Director of Environmental and Regulatory Affairs 


 


cc: Mario Fernandez, OEHHA 


      Marylou Carlos-Verde, CDPR 


      Renee Pinel, WPHA 



mailto:Davel@healthyplants.org




